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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1 and 13 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Faupel (5415164). 

Regarding claim 1, Faupel discloses a method comprising: 

providing an electrode array containing a plurality of electrodes capable 
of being electrically coupled to the body pad (see Column 5, lines 8-10), 

making an electrode assessment measurement with the electrode 
array (see Columns 7-8, lines 55-32), 

determining whether the plurality of electrodes are suitably coupled to 
the body part based on the electrode assessment measurement (Columns 7-1 1 , lines 
55-33), 

making a diagnosis measurement with the electrode array (see Columns 14-16, 
lines 26-12), 

obtaining an electrical property of the body part based on the diagnosis 
measurement (see Columns 14-16, lines 26-12), and 

diagnosing the possibility of disease based on the electrical propel of 
the body part. 
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Regarding claim 13, Faupel discloses an apparatus for screening and diagnosing 
comprising: 

an electrode array containing a plurality of electrodes capable of being 
electrically coupled to the body part (see Column 7, lines 36-39), 

a first measurement unit for making an electrode assessment measurement with 
the electrode array (see Column 7, lines 36-54, wherein the electrode array and 
shorting strip are used for the measurement), 

an electrode assessment module for determining whether the plurality of 
electrodes are suitably coupled to the body pad based on the electrode assessment 
measurement (see Columns 7-8, lines 55-33, wherein the CPU and chip control and 
comprise the electrode assessment module), 

a second measurement unit for making a diagnosis measurement with 
the electrode array (see Column 12-14, lines 56-25), 

an electrical property module for obtaining an electrical property of the 
body part based on the diagnosis measurement, wherein the electrical 
property is used to diagnose the possibility of disease (see Columns 13-14, lines28-25). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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Claims 1-3, 7-15, 19-24 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Organ (6122544) in view of Dempsey et al (5419337). Organ 
discloses the claimed method and invention except for providing an electrode 
assessment measurement unit and module with the electrode array and determining 
whether the electrodes are suitably coupled. Organ discloses an apparatus and method 
for detecting and diagnosing diseases comprising an electrode array containing a 
plurality of electrodes capable of being electrically coupled to the body part, making a 
diagnosis measurement, obtaining an electrical property of the body part, and 
diagnosing (see Columns 4-11, lines 14-46). Dempsey et al teaches it is known to 
provide an electrode assessment measurement with an electrode system to determine 
the quality of application to the body to eliminate artifact recordings that are 
characteristic of poor electrode application (see Column 5, lines 13-29). Also Organ 
teaches it is known to provide other electrodes with the system (see Column 6, lines 18- 
21) so substituting the electrode system of Dempsey et al would be obvious for making 
skin contact assessments. It would have been obvious to one having ordinary skill in the 
art at the time the invention was made to modify the device of Organ with an electrode 
assessment measurement, as taught by Dempsey et al, to determine the quality of 
application to the body to eliminate artifact recordings that are characteristic of poor 
electrode application. 

Regarding claim 2, although not explicitly taught by Dempsey et al or Organ the 
method step of applying the electrode pairs to the body part before making an electrode 
assessment measurement is inherent, because the electrode assessment 
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measurement to determine the proper connection of the electrodes to the body would 
be pointless without connecting the electrodes to the body. It would have been obvious 
to one having ordinary skill in the art at the time the invention was made to further 
modify the device and method of Organ, with a method step of applying the electrodes 
to the body before making an electrode assessment measurement because the purpose 
of the measurement is to provide the user with information of the quality of connection 
to the body. 

Regarding claim 3, Organ discloses to inject current and measure the voltage 
after the current has been injected into a specific body part for a bipolar measurement, 
but does not discloses an electrode assessment measurement based on the readings. 
Dempsey et al teaches it is known to gather electrical data from a body part obtained 
from sensing electrodes and based on these readings, determine the quality of the 
connection to insure that patient hook-up is proper for a higher quality of measurement 
(see column 5, lines 13-29). It would have been obvious to one having ordinary skill in 
the art at the time the invention was made to modify the method and device of Organ to 
include a method step of electrode assessment measurement after the current injection 
and voltage measurement, as taught by Dempsey et al, to make sure that patient hook- 

< 

up is proper for a higher quality of measurement. 

Regarding claim 7, Organ teaches to have the same number of injection pairs as 
measurement pairs (see Column 4, lines 35-38). 

■ 

Regarding claim 8, see Column 4, lines 35-59. 
Regarding claims 9-11, see Columns 6-8, lines 5-14. 
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Regarding claim 13, the device of Dempsey et al can be consider a module 
because a module is defined as a self-contained assembly of electronic components 
and circuitry, which Dempsey et al is for providing an indication of proper connection. 

Regarding claim 14, see column 4, lines 35-39. 

Regarding claim 15, the electrodes taught by Dempsey et al substituted as the 
measurement voltage electrodes in the device of Organ would be capable of measuring 
the voltage while the electrodes of Organ stimulate to make a bipolar measurement. 

Regarding claims 19-23, see columns 6-11, lines 5-53. 

Regarding claims 12 and 24, Organ as modified discloses the claimed method 
and invention except for the system comprising a GUI. Dempsey et al discloses a 
graphical user interface that includes the input of information by the user to select 
certain ECG strips for sampling by the computer (see Column 5, lines 13-29). It would 
have been obvious to one having ordinary skill in the art at the time the invention was 
made to modify the device of Organ with a user interface, as taught by Dempsey et al, 
to select certain ECG strips for sampling by the computer. 

Allowable Subject Matter 

Claims 4-6, 16-18 are objected to as being dependent upon a rejected base 
claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

, Prior Art 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 
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U.S Pat. No. 5,184,620 Cudahy et al discloses a method of using a multiple 
electrode pad assembly 

U.S. Pat. No. 5,868,670 Randell discloses an article of manufacture for a 
biomedical electrode and indicator 

U.S. Pat. No. 6,754,517 Nissila discloses an apparatus for measuring an 
electrocardiograph signal. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Matthew D. Dryden whose telephone number is (571) 

272- 6266. The examiner can normally be reached on Monday-Friday 8-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571) 272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

* 

273- 8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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